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DETAILED ACTION 
Response to Amendment 
In response to the office action mailed on 7/12/05, the applicant has added new claims 1 8-20, 
and withdrawn calim 17, currently claims 1-16, 18-20 are pending. 

Response to Arguments 
\. Applicants arguments regarding claims 1-8 filed 10/17/05 have been fully 
considered but they are not persuasive. 

2. The statement regarding non-analogous argument presented on page 7, lines 1 8-20, is 
fully considered, however not persuasive since the applicant's claimed invention is "a fitting", 
which according to the Webster's dictionary definition is the degree of precision with which 
surfaces are adjusted or adapted to each other in a machine or collection of parts. Therefore, 
Morgan's reference object 4 as disclosed in figures 1-2 used for the ground of rejection is 
considered valid, since object 4 is precisely adapted to a tubing 12. 

3. The Applicant additionally stated on page 7, lines 6-8, that "the invention describe a 
fitting for retrofitting to a tracheostomv tube ", however the xmderlined limitation is 
considered recitation of the indented use, which do not hold patentable weight (a recitation of the 
intended use of the claimed invention must result in a structural difference between the claimed 
invention and the prior art in order to patentably distinguish the claimed invention from the prior 
art. If the prior art structure is capable of performing the intended use, then it meets the claim). 

4. Regarding "the cited reference does not teach nor suggest the limitation of a fitting for a 
tracheostomy tube having an outlet portion with at least one side opening" (page 7 lines 25-26): a 
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labeled figure 1, see attachment below has been provided to indicate all limitations of fitting are 
disclosed in the prior art reference to Morgan. 

5. As to claims 1-8, 35 USC 102 (b) rejection set forth using reference to Morgan US Patent 
838,434 is retained. The Applicant is directed to a revised rejections to claims 1-8 under 35 USC 
102 (b) provided below clarifying how structures of Morgan's reference anticipates limitations 
cited in claims 1-8. 

6. Applicant's arguments with respect to claims 9-16 have been considered but are moot in 
view of the new ground(s) of rejection. 

7. Claims 18-20 rejections under 35 U.S.C. 1 12, first paragraph, mailed on 12/29/2005 have 
been withdrawn. 



Claim Rejections - 35 USC § 112 

8. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention, 

9. Claims 18 and 20 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. As to claim 18, recitation ^'air flow aperture which lies in a plane substantially 
perpendicular to the length of the outlet structure" (lines 4-5), ^^the sleeve being 
arranged air flow communication with the tube end air flow aperture" (lines 7-11), and 
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as to claim 20, recitation ^^a plane transversely of the tracheostomy tube from the 

air flow aperture" (lines 3-6) are not found in the disclosure. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-8 are rejected under 35 U.S.C. 102(b) as being anticipated by Morgan US Patent 
838,434. 

10. As to claim 1, Morgan discloses a fitting (see labeled fig.2 reference objects 4,11* and 
12) for retrofitting to a tracheostomy tube comprising: an inlet portion (see labeled fig.2) for 
attachment to an outlet structure of the tracheostomy tube; and an outlet portion (see labeled 
fig.2) for extending from the outlet structure of the tracheostomy tube, wherein the outlet portion 
is connected to the inlet portion (see fig.2), and wherein the outlet portion comprises at least one 
side opening (see fig.2, page 1 lines 75-76, "perforated'' reads on "openings"). 

11. As to claim 2, Morgan discloses the tracheostomy tube fitting of claim 1, wherein the 
outlet portion comprises a plurality of rows of side openings and a plurality of columns of side 
openings (see labeled fig.2 reference object 4 has a plurality of side opening, see also page 1 
lines 75-76) 

12. As to claim 3, Morgan discloses the tracheostomy tube fitting of claim 2, wherein each 
row is offset from an adjacent row and wherein each column is offset from an adjacent column 
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(perforated casting 4 as depicted in fig.2 has row /column that are offset from an adjacent 
row/column). 

13. As to claim 4, Morgan discloses the tracheostomy tube fitting of claim 1, further 
comprising a filter (fig.2 reference object 7, page 1 lines 78-80) attached to the outlet portion 
for filtering air that enters the fitting through the at least one-side opening. 

14. As to claim 5, Morgan discloses a fitting (see labeled fig.2 reference objects 4,11 » and 
12) for retrofitting to a tracheostomy tube comprising: a hollow cylinder (fig.2 reference object 
4; page 1 lines 83-84 recites ^^a sponge may be placed inside the casting 4", therefore, the 
casting 4 is considered ^^hollow" since it has space to hold a sponge) having an inner 
diameter, an outer diameter (regarding "inner diameter" and "outer diameter", a hollow 
cylinder inherently has an inner diameter consisting the perimeter inside the cylinder and 
an outer diameter consisting the perimeter outside of the cylinder) , an inlet end opening 
(fig.2, an inlet end opening is covered by a cover 5) and an outlet end opening (fig.2, an outlet 
end opening is covered by a cover 6) the cylinder fiirther comprising: an inlet portion (see 
labeled fig.2), for attachment to an outlet structure of the tracheostomy tube, wherein the inlet 
portion comprises the inlet end opening (see labeled fig.2); and an outlet portion (see labeled 
fig.2) for extending from the outlet structure of the tracheostomy tube, wherein the outlet portion 
is connected to the inlet portion ( see labeled fig.2), and wherein the outlet portion comprises the 
outlet end opening (see labeled fig.2) and at least one side opening (see fig.2, page 1 lines 75- 
76, "perforated" reads on "openings") that extends from the inner diameter to the outer 
diameter (fig.2 depicts a "perforated" casting 4, therefore the perforation is considered 
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holes extending through the casting, thereby extending from the inner diameter to the 
outer diameter of the casting.) 

15. As to claim 6, Morgan discloses the tracheostomy tube fitting of claim wherein the 
outlet portion comprises a plurality of rows of side openings (see labeled fig.2) that extend from 
the inner diameter to the outer diameter and a plurality of columns of side openings (see labeled 
fig.2) that extend from the inner diameter to the outer diameter 

16. As to claim 7, Morgan discloses the tracheostomy tube fitting of claim 6, wherein each 
row is offset from an adjacent row and wherein each column is offset from an adjacent column 
(perforated casting 4 as depicted in fig.2 has row /column that are offset from an adjacent 
row/column). 

17. As to claim 8, Morgan discloses the tracheostomy tube fitting of claim 5, further 
comprising a filter (fig.l reference object 7) attached to the outlet portion for filtering air that 
enters the fitting through the at least one-side opening. 

Claims 9-10, 13-14,18, and 20 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Colavita US Patent No, 2,491,647 

18. As to claim 9, Colavita discloses a tracheostomy tube (figs. 1-9, reference object 10, 
see also coL2 line 8) comprising: an inlet structure (12) for insertion into a patient's trachea; and 
an outlet structure (18) for extending from an opening in the patient's neck, wherein the outlet 
structure is connected to the inlet structure (see fig.2), and wherein the outlet structure 
comprises at least one side opening (see fig.2). 
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19. As to claim 10, Colavita discloses the tracheostomy tube of claim 9, wherein the outlet 
structure comprises a plurality of rows (see fig*2) of side openings and a plurality of columns 
(see fig.2) of side openings. 

20. As to claim 13, Colavita discloses a tracheostomy tube (figs. 1-9, reference object 10, 
see also coL2 line 8) comprising: an inlet structure (12) for insertion into a patient's trachea; and 
an outlet structure (18) for extending from an opening in the patient's neck, wherein the outlet 
structure is connected to the inlet structure (see fig.2), and wherein the outlet structure comprises 
an inner diameter, an outer diameter (regarding "inner diameter" and "outer diameter", 
outlet structure 18 has is considered a hollow tube, see labeled fig.6 and a hollow tube 
inherently considered to have an inner and outer diameter) , an inlet end opening (see 
labeled fig.6, reads on "open top end", see coL3 lines 4-5) and at least one side opening ( see 
fig.2) that extends from the inner diameter to the outer diameter (see labeled fig.6), 

21. As to claim 14, Colavita discloses the tracheostomy tube of claim 13, wherein the outlet 
structure comprises a plurality of rows (see labeled fig. 6) of side openings that extend from the 
inner diameter to the outer diameter and a plurality of columns (see labeled fig.6) of side 
openings that extend from the inner diameter the outer diameter. 

22. As to claim 18, Colavita discloses an occlusion preventing fitting (figs. 1-9, reference 
object 10, see also col.2 line 8) arranged for connection to an outlet structure (fig.3, 12) of a 
tracheostomy tube, which outlet structure comprises a substantially cylindrical tube terminal 
portion (see fig.3) defining a tube end air flow aperture ("a tube end air flow aperture" is 
considered the end opening of tube 12 that is in communication with 16 allowing mucous to 
flow into 16, see col.3 lines 27-35) which lies in a plane substantially perpendicular to the length 
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of the outlet structure (see fig.6), the fitting comprising: a sleeve (18) having o pposite open ends 
(see labeled fig.6) and having a substantially cylindrical sleeve wall (see labeled fig.6) through 
which is defined at least one sleeve wall opening (see fig.2), the sleeve being arranged to be 
engaged at one end see (fig.l, "one end" being connected to a tube 10) thereof around the 
outlet structure of the tracheostomy tube with the other end (fig.l, "other end" opposite to "one 
end") of the sleeve spaced beyond the tube end air flow aperture relative to the tracheostomy 
tube and with the sleeve wall opening positioned toward the tracheostomy tube from the other 
end of the sleeve in effective air flow communication with the tube end air flow aperture (see 
figs.2 and 3). 

23. As to claim 20, Colavita discloses an occlusion preventing tracheostomy tube having an 
outer end structure (fig.3, 12) which is located outside a trachea in use of the tracheostomy tube, 
the outer end structure having an air flow aperture ("a tube end air flow aperture" is 
considered the end opening of tube 12 that is in communication with 16 allowing mucous to 
flow into 16, see coL3 lines 27-35) at an outer end (where 18 connects the end opening of tube 
12) of the tube which lies substantially in a plane transversely of the tracheostomy tube (see 
fig.l) and also defining at least one air flow opening laterally (see fig.2) into the tracheostomy 
tube at a location along the outer end structure of the tracheostomy tube from the air flow 
aperture (see labeled fig.6). 

Claim Rejections - 35 USC § 103 

24. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 11-12, and 15-16 are rejected under 35 U.S.C, 103(a) as being unpatentable over 

Colavita US Patent No.838, 438 as applied to claims 9-10, and 13-14 above, and further in 

view of Morgan US Patent 838,434. 

25. As to claim 11, Colavita discloses all claimed limitations as applied to claims 9 and 
10 except for wherein each row is offset from an adjacent row and wherein each column offset 
from an adjacent colimm. However, such structure was well known in the art at the time of the 
invention. Morgan in figures 1 and 2 teaches a respirator with a filter proper (reference object 4, 
see also page 1 lines 75-80) having plurality of rows and column where each row is offset from 
an adjacent row and each column is offset from an adjacent column (see attached fig.2). 
Colavita discloses a perforated sheet 18, which reads on the applicant's "outlet structure" and 
"perforated" reads on "side openings" used for allowance of a comparatively wide perimeter 
clearance interval for free passage of air for the wearer in breathing (see col. 3 lines 1-4). 
Similarly, Morgan's fiher proper (4) is used for drawing air into the casting to be filtered and 
provided to the user of the respirator. Notice, regardless of the perforation alignment seen in the 
two reference, the perforations in either case are used to meet a common goal, which is to 
introduce breathable air to a user of the tracheostomy tube of Colavita or respirator of Morgan, 
therefore the perforations are considered capable of preventing airway obstruction of the user by 
bringing air into the user. Therefore, it would have been obvious to one of ordinary skills in 
the art to substitute the perforation alignment of Colavita in view of Morgan in order to 
include opening/perforation with offsetting rows and columns as a matter of design choice. 
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26. As to claim 12, Colavita do not disclose the tracheostomy tube of claim 9, further 
comprising a filter attached to the outlet structure for filtering air that enters the tracheostomy 
tube through the at least one-side opening. However such limitation ("filter") was well known in 
the art at the time the invention was made. Morgan in figures 1 and 2 teaches a respirator with a 
perforated casting (4) ("outlet structure") and a filter material (7) covering the casting (see page 
2, lines 21-22). Therefore, it would have been obvious to one of ordinary skills in the art at 
the time of the invention to add a filter in view of Morgan to the outlet structure (18) of 
Colavita for the purposes of purifying incoming air. 

27. As to claim 15, Colavita does not disclose the tracheostomy tube claim 14, wherein 
each row is offset fi-om an adjacent row and wherein each column is offset firom an adjacent 
column. However, such structure was well known in the art at the time of the invention. Morgan 
in figures 1 and 2 teaches a respirator with a filter proper (reference object 4, see also page 1 
lines 75-80) having plurality of rows and coluncm where each row is offset fi"om an adjacent row 
and each column is offset fi*om an adjacent column (see attached fig.2). Colavita discloses a 
perforated sheet 18, which reads on the applicant's "outlet structure" and "perforated" reads on 
"side openings" used for allowance of a comparatively wide perimetetric clearance interval for 
free passage of air for the wearer in breathing (see col.3 lines 1-4). Similarly, Morgan's filter 
proper (4) is used for drawing air into the casting to be filtered and provided to the user of the 
respirator. Notice, regardless of the perforation alignment seen in the two reference, the 
perforations in either case are used to meet a common goal, which is to introduce breathable air 
to a user of the tracheostomy tube of Colavita or respirator of Morgan, therefore the perforations 
are considered capable of preventing airway obstruction of the user by bringing air into the user. 
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Therefore, it would have been obvious to one of ordinary skills in the art to substitute the 
perforation alignment of Colavita in view of Morgan in order to include 
opening/perforation with offsetting rows and columns as a matter of design choice. 

28. As to claim 16, Colavita does not disclose the tracheostomy tube of claim 13; further 
comprising a filter attached the outlet structure for filtering air that enters the tracheostomy tube 
through the at least one-side opening. However such limitation ("filter") was well known in the 
art at the time the invention was made. Morgan in figures 1 and 2 teaches a respirator with a 
perforated casting (4) ("outlet structure") and a filter material (7) covering the casting (see page 
2, lines 21-22). Therefore, it would have been obvious to one of ordinary skills in the art at 
the time of the invention to add a filter in view of Morgan to the outlet structure (18) of 
Colavita for the purposes of purifying incoming air. 

Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over Colavita US Patent 
No.838, 438 

29. As to claim 19, Colavita discloses the occlusion preventing fitting according to claim 18 
in which plural openings (see fig.2) are defined through the sleeve wall at locations spaced 
around the sleeve (see labeled fig.6), however does not disclose the sleeve is '^flexible". As to 
"flexible", the applicant has not established criticalities regarding why a "flexible" sleeve is 
critical to the invention. Therefore, it would have been obvious to one of ordinary skills in 
the art to consider the constructive material of the sleeve as a matter of design preference, 
therefore further consider Colavita's sleeve 18 which is fashioned from perforated sheet 
material (see col.2 lines 56-57) to meet the ^^flexible'^ limitation. 
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Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Colavita US Patent 
No.838, 438 in view of Ancerwicz US Patent No. 3,585,997 

30. As to claim 19, Colavita discloses the occlusion preventing fitting according to claim 1 8 
in which plural openings (see fig.2) are defined through the sleeve wall at locations spaced 
around the sleeve (see labeled fig.6), however does not disclose the fitting is "flexible". 
However, at the time of the invention a flexible fitting used with tracheal tube was well known in 
the art. Ancerwicz teaches a tracheostomy device (see abstract) with a flexible (see coL3 lines 
32-33, 41-43) receptacle/bag ("fitting"). Therefore, it would have been obvious to one of 
ordinary skills in the art at the time the invention was made to modify the sleeve of 
Colavita in view of Ancerwicz in order to construct the sleeve "flexible" as a matter of 
design preference since Ancerwicz teaches in col.4 lines 52-59 that the receptacle or bag can 
be constructed from alternative materials. Additionally, it would have been obvious to one 
of ordinary skills in the art to use a "flexible" fitting that would allow bending for the 
purposes of easy removal and attachment of the fitting from/to the tube. 

Specification 

31. The amendment filed on 1 0/1 7/05 is objected to under 35 U.S.C. 1 32(a) because it 
introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no amendment shall 
introduce new matter into the disclosure of the invention. The added material which is not 
supported by the original disclosure is as follows: As to claim 18, recitation "air flow aperture 
which lies in a plane substantially perpendicular to the length of the outlet structure" (lines 
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4-5), ^^the sleeve being arranged air flow communication with the tube end air flow 



tracheostomy tube from the air flow aperture" (lines 3-6) are not found in the disclosure. 

Applicant is required to cancel the new matter in the reply to this Office Action. 
32. The specification is objected to as failing to provide proper antecedent basis for the 
claimed subject matter. See 37 CFR L75(d)(l) and MPEP § 608.01(o). Correction of the 
following is required: as to claims 18-19, recitation ^^sleeve" is not found in the specification. 

Any inquiry conceming this communication or earlier communications from the 
examiner should be directed to Shumaya B. Ali whose telephone number is 571-272-6088. The 
examiner can normally be reached on M-F 8:30-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Bennett can be reached on 571-272-4791 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Cent^EBC) at 866-217-9197 (toll-free). 



aperture'' (lines 7-11), and as to claim 20, recitation "a plane transversely 



of the 
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